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Dear Mr. Honeycutt:

An inspection of your firm located in Arden, North Carolina, was conducted between Apnl 24
and May 14, 1997. Our investigators found that you are manufacturing and distributing a
variety of surgical products. These products are devices as defined by Section 201(h) of the
Federal Food, Drug, and Cosmetic Act (the Act).

The investigators documented several significant deviations from the Good Manufacturing
Practice for Medical Devices (GMPs) as set forth in Title 21 of the Code of Federal Regulations
(21 CFR), Part 820. These deviations cause the devices you manufacture and distribute to be
adulterated within the meaning of Section 501(h) of the Act.

You have failed to appropriately validate the sterilization processes in use. You could not

provide documented evidence which established a high degree of assurance that the sterilization -

processes in use are effective and could con31stently producc a product meetmg its predetermined

or c nroduct hne whxch mcluded gowns, drapes, and towels. These products are

ed utilizing ethylene oxide (ETO) and gamma radiation. The only evaluation conducted
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initially in 1...91.!.!1 a de:g:mmauon of product “densities. No assessment was conducted of the
finished device biob dgn No testing was conducted on finished product for sterility or

vas conducted to determine if the sterilization process adversely

SN2 terial or the devices. The post review of validation effort provided to our
ficiencies. These reports lacked adequate
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<0 noted to have sig_ ifimn_ cies. lhese
sting, and residual assessment.
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burden analysis, product functionality
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You had failed to provide suitabie facilities for the storing of sterile medicai devices. The
environmental conditions encountered at the public storage facility currently in use were grossly
deficient and completely inappropriate for the type of devices you distribute. The warehouse
roof was noted to leak in several arcas and at least six cases of sterile product had sustained
water damage and bore mold growth on the cases. Several sterile product cases were covered
with dirt, tar, and debris. At least twelve cases of product were not sealed to help maintain
product integrity. Damaged cases of devices were noted throughout the warchouse. The
warchouse was in dire need of overall housekeeping improvements. No procedures were
available addressing the sanitation requirements of this facility. Your quality assurance unit had
failed to assess the adequacy or suitability of this facility.

Your firm failed to follow your procedures pertaining to the operation of the Material Review
Board (MRB). Your firm's system for disposition and corrective action for unsuitable goods
was not operated as established by procedure. The majority of Material Status Sheets reviewed
were incomplete and failed to include any corrective action. Unsuitable materials routinely are
not reviewed by the MRB as required. No reviews were performed for at least eleven lots of
finished products in quarantine status at the warehouse. Your firm could provide no
documentation as the reason these devices were in quarantine status, although they had
previously been released for distribution.

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure adherence to each requirement of the Act and regulations. At the close

LA

of the inspection, the Inspectional Observations (FDA 483) was issued to and discussed with

Mal K. Graves, Director, RA/QA. A copy of the FDA 483 is enclosed for your review.
The specific violations noted in this letter and in the FDA 483 are symptomatic of serious
underlying problems in your firm’s quality assurance systems. You are responsible for
investigating and determining the causes of the violations identified by the FDA, If the causes
are determined to be systems problems, you must promptly initiate permanent corrective actions
Pederal agencles are advised of the issuance of all Warning Letters about devices so that they
may take this information into account when considering the award of contracts. Additionally,
no premarket submission of devices to which the GMP deficiencies are reasonably related will
. e 8 A% oAb I IS DI T Ry a4 AVlcam cam cmrmcisma 8 Lomo MNactillinntna DA
De Cleared uniil nese Violauons nave oeen COITeCied. AIs0, No request 10r Leruncaiss o’
- 8 _a S _ W _a 098 & . a2 aall abia .l latlmnn calasad bon bl sirlalantd Aacrinna hawva
rroducts ior port will approved unui wic vioiauofs reiaicd o uic Suujcli GCVIiCEs nave

You should take prompt action to correct these deviations. Failure to promptly correct thcse
deviations may resuit in reguiatory actions being initiated by the FDA without further notice.
These actions include, but are not limited to, seizure, injunction, and/or civil penaities.
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Your response should be sent to Philip S. Campbell, Compliance Officer, at the

respon
concerms

may reference that response if you feel it adequately addresses any of the points mentioned in

this letter.

tor

1rec

_(— Ballgfd H. Grahan, Di

Sincerely yours,

AL | g

‘' Atlanta District

UI

Enclosure

Herndon, Virginia 22070

Thomas Bonner, Jr., VP
251 Exchange Place

Isolyser
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